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'21CFR Chapter 1
é R l'development of optiomns to encourage animal drug
S ‘ approvals for minor species and for minbr uses

o T i

Te Whom It Ha-;boncern~ ; : g

Legislatlon and Animal Welfare Commi*tee of the

¢ 1)

P '.Aé Chalr of t

EAmer:.can.@ssoc atlon of Zoo Veterinarians (AAZV), I wisH respond to
‘above regquest for comments regarding animal drug approvals for
;m;nor spe#ies \nd for minor uses (Docket No. 97N-0217)i. On behalf -
‘of the mepber hlp of the AAZV, I thank you for: providnng us with

tﬂls cppo! tuna
| )

i ‘1Zoolog1c &eterlnarlans are respon51b1e for veterinary'ménagement of
i ‘a myrlad Pf aﬂimals and animal species. 2as notéd in the 23Junes’
fFederal Regls :er, there are very few animal drugs speciflcally
approved for use ' in the vast majority of these zoologic species., As
'a iresult, uZoa ogic veterlnary practitioners nust utiilze extra-
'label drug use prov151ons of AMDUCA extensively. ?

!

y to. contrlbute to this discussion.

<323010g1c épeci ens from 1nst1tutlons accredited by the Nmerlcan 260
.and Aquarium Association (AZA) do not impact food safety issues in-

. ‘tHat they;are!not consumed as human food. It :is recegnlzed and
\acknowledged that some traditionally zoologic species are finding

Do markets as spéclalty food items. It would be short—51ghted to"
E ;1magine that drugs approved for use in zoologlc species for which .

i ‘there arelspec alty markets would not or might not be utlllzed ‘in
i managing anlmqls destined for human consumptldn. Nonetheless, I
i will 11m1t my: remarks to those aspects of minor: species/minor use

g that most| affect the practice of zoologic medicine in zoologic

: Vlnstltutions.';;

' ' I

: ZAJ Scope = It is, respectfully requested that the crlterna found in

: :séction S14. 1( )(1) for determination of a minor: species or a minor
use be broadened to include uses other than for disease management..

l

fSedation, anes hesla, behavior modification, and contraception or'

_reproductxve enhancement are examples of broad-based cénservation

! erica’s .and other non—qlbease appllcatlons that are of paramount! importance: -

S in the many mqncr species that comprise zoologlc veterinary
F.lgi'st Zoo practlce N
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jdifferenees i
,broader applicet;on of data to related epecles (genera dr families)
-be permitted. .

- or approvals far minor species/use?
’Yes, provided ! that the standard of testing, use,,documemtatlon and'

v, . ; ie
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11 should therk be different standards for Earget anlmai safety and‘
.e{fectlveness f new animal drugs 1ntended for use in mznor species

and for minor,«se.

'AZA institutions house limited numbers of spec1mens of many related
}zooleglc bpec es. It is impractical, from both conservatlon and
. financial standpdints, to suggest that determxnatlon oq safety and -
‘efficacy’ of gi
to approval

fen drugs in each of these spec1es be requlredprlor
.i;minor species/use. o
While it is ac wWledged that there are or may be dzst;@et species '

‘response to a given drug, it is suggested that a

i

i

;ZJ Shou1d|tbe tandards be the same for all minor spec1es and uses?
It is respect dlly submitted that it is not practlcalito subject .
~‘all minor; spec'es/uses to the same standard(s) .. However it might

[be both pract cal and appropriate to create 'standa is for use .
'categories (for: example, for sedation of non-fosd hoov animals).

\

;3. Should prckucts be labeled to reflect the use of different
‘standards? | ,
,Y S | y i : ' - E

P
I
Vo

}qﬂ If th Act were amended. . .how would appropriatT doses be '

.determine : :
?The ea51est reEponse to make here is that the dose that works is
'the approprzat

feffect max be' ﬁfected by age, gender, metabolic state, butrltlonal
.icqndltlo
‘dther censlderatlons.

dose. This is obviously a 51mp11qt1c response, as
_rep pductlve stage, and a varlety of ev1ronental and

Mast AZA | tinst tuthns participate in a program knofgn as ISIS -

'(Rnternational Species Information System), a computerizbd.database'

hat facilitate the collection and documéntation of

with programs’
€ informatlon. The ISIS MedARKS program (kor'medical

specles-specif

. records) |inclpdes both Anesthesia and Prescrlptlon modules.

Idformation g'eaned from these modules may help to elucidate
eﬂfectiveldose .0of numerous commonly used (extra-label) drugs under
“:wlde range of conditions and for a wide variety of animals.

Pekhaps such  existing databases --that contain both supjective or -

anecdotalland bbject1Ve information-- mlght be used to! supplement e

lrmited documehted drug research for minor spec;es/use

35 Would qpons¢rs and users accept conditional . approval'wntb post--
, |

- market su;velllance?
Yes H 'v i

!
-, H i
should iz dr appreved under such a mechanism bear labellng that
reflects ﬁts sfatUS?
Yeb. l }
7 Should the act be amended to allow FDA to accept foreign revieﬁsi"
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;re-evaluatlon ban be verified. How'thls verification may proceed is
open to questhon, the following response may be apptoprlate to-'
tqis as WellJ o

8' should the current statutory .standard...or' any lalternative
jstandard,pe implemented’through a primary review proces externalto
the: agency? - ‘How:: might the process be admlnlstered andi who ‘should -
. pay. for the ﬁmternal reviews?
.The proc@ssiéf ‘review might proceed more | expedltlously were the‘v
p imary rev1e carried out external to the agency. TheEe are many .
p(ofessxonal veterinary associations (including i~ to name but a few
+~ [the Amerlcan‘AssoolatiOn of Zoo Veterinarians, the AsSOClatioh of
Avian Veterln rians, the International Association ;of Aquatic
imal Medicine, and the Wildlife Disease Assoclatlon) that cater
%5 practitioners who provide care to specific species dr groups of .
‘species. nembe s of these associations already generat# and share
anreat qeal. f pharmacologic data. Thus, there are ind1v1duals
‘with the knowlege to perform the reviews. In addition,| there need
not be dnly a single review group or board, as {long as ‘a
clearlnghouse lfor information is available, perhaps through the
aqency. | e . !
. l i
sﬂ could‘deteEzinatlons of animal safety and effecﬂlveness by'
: expert pahels and compendia be used to support drug approVals for
nor spe 195/ Ses?
js Agaln, suy h organlzatlons as the Amerlcan Assocxatlon of Zoo
terinarians, the Wildlife Disease Assoc1atlon, the Asspciation of
Rgptlllan|and phibian Veterinarians, etc, as well as veterinary
ademlclens qould provide the expertise requlred to man these
review panels.| ' .
What lnformati n should be used? - ‘ -
,c mpllations of field and well-documented anecdotal data (for
example, from| the ISIS or other databases) with |scientific
cqntrolled sthd;es could be utilized to assess efficacy and safety
and determlne effective/appropriate drug dosages. ‘ :
' qsuld the detbrm1nations of the panels be 1ssued as- monographs,
? 4 gt

Yes. L
Wa; sboul# dra t: tbe monographs or standards?

‘Experts in the]approprlate field(s). See responsee 8 and 9, above

-I wust add as caveat to the preceedlng that there szt be some
mechanism | by which nembers of an expert panel can be held harmless .
for unant1c1pated adverse effects of or idlosyncratlc reactlons to
drugs approved in good faith. Otherwise, no one is his/her right
mlnd would sxt on one of these proposed panels.
D.L.grems_l_m:c_l_&ee ‘ -

1.\ Should| a griagram s:.mllar to . the Natlonal Research Support -

. Rrogram #Z.‘.be developed for w1ld11fe and zoo animalsiand/or for
prpzuctloﬁ purposes’ Should the program be expanded tocover such
~USe ? ! ' R
I am insufflciently versed in NRSP#7 to commenﬁ as to |whether it .
would be more appropriate to expand its scope or to create a
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,separate but’ éimxlar Program for wildlife and zoeo animals. However,'
'a'mechaniém for providing support to minor speoies/use,research is
fboth essentlah and urgently needed. ‘ ;

|

:2. Could}shoukd ‘phllanthroplc, public-lnterest othéz' not-for-
'profit otganikations. be encouraged to fund 'resear¢h for the
;development d new animal drugs intended for mznor s ies/use? -
Yes. Howe er,egxperlence suggests that unless the gscope of a given
'pfOJect to! be.

Jregards FDA ox other requirements (testing procedures repllcates, .
;etc) for not drug/species approval -these type' organlqatlons will

nded is quite plain at the outset - particularly as

be most reluctant to invest their highly sought"afterldollars in
minor species/Frug research.

'3i Are there mLchanlsms other than the NADA process and extralabel
.uses of aﬁlmal and human drugs under the AMDUCA': that could enhance
-d#ug ava

abillity for minor species/uses?
(cept as reg rds products produced outside: the Unlted States,

'extralabei usage under AMDUCA has!been most benefic1al

l

'Thank you*so much for your con31derat1on of these 1ssues.

Frl Sincerely, : _ |

|
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: . Donna M Ialeggio, DVM :
v Chair, Legislative/Animal Welfare pommlttee
American Assoc1atlon of Zoo Veterlnarlans

Associate Veterlnarlan : j
N E The Phlladelphla Zo0 S
111 . 3400 W Girard, Avenue

N Philadelphia, ,PA 19104
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